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DETAILED ACTION 
Status of the Application 

1 . The Response filed October 27, 2006 is acknowledged. 



2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior office action. 

3. Please note that the following rejection has been made non-final in view of the new 
rejections that were not totally necessitated by Applicant's amendments. 

Status of the Claims 

4. Claims 2-20 were pending. Applicants amended claims 10, 11, 13, 16, and 18. No 
claims were added or canceled. Therefore, claims 2-20 are still pending and examined on the 
merits. 



Priority 

5. Applicants' claim for domestic priority under 35 U.S.C. § 1 19(e) and/or § 120 is 
acknowledged. However, Applicants have not complied with one or more conditions for 
receiving the benefit of an earlier filing date under 35 U.S.C. § 119 and/or 120 as follows: 

This application is a continuation of application no. 09/454,533, filed December 6, 1999 
(now US Patent 6,610,824), which is a continuation of application no. 08/892,549, filed July 14, 
1997 (now US Patent 5,998,367), which is a divisional application Ser. No. 08/447,849 filed 
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May 23, 1995 (now US Patent 5,686,41 1), which is a continuation of application Ser. No. 
07/794,266 filed Nov. 19, 1991 (now abandoned), which is a continuation-in-part of application 
Ser. No. 07/667,040 filed Mar. 8, 1991 (now abandoned). However, the application(s) upon 
which priority is claimed fail to provide adequate support under 35 U.S.C. § 1 12 for the claims 
of this application. Specifically, the 07/667,040 application (referred to below as 6 040) fails to 
provide support for the currently claimed genus of agonists set forth in claim 12 and also the 
specific agonist set forth in claim 2. Furthermore, the '040 application fails to provide support 
for the salts of said amylin agonists including the hydrochloride and acetate salts (e.g., see claims 
2-5), methods for treating Type I and II diabetes using these agonists (e.g., see claims 15-18), the 
use of intravenous, intramuscular, nasal, oral, or transdermal application (e.g., see claims 19 and 
20). If applicant believes this to be in error, applicant must disclose where in the priority 
documents support for these limitations can be found (i.e., page and line number). Therefore the 
filing date of claims 2-20 is deemed to be the filing date of the 07/794,266 application i.e., 
November 19, 1991. 

Withdrawn Objections/Rejections 

6. The objection to claim 10 is withdrawn in view of Applicants' amendments thereto (i.e., 
the addition of "further"). The New Matter rejections denoted A and B are withdrawn in view of 
Applicants amendments to claims 11,16 and 18. The double patenting rejections over U.S. 
Patent Nos. 6,114,304 and 6,417,164 are withdrawn in view of Applicants' terminal disclaimers. 
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Maintained Rejections and/or Objections 
Double Patenting 

7. Claims 2-20 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 24-59 of U.S. Patent 
Application No. 10/643,681 (2004/0097415) (referred to herein as '68 1) in view of Berge et al. 
(Berge et al. "Pharmaceutical Salts" J. Pham. Sci. 1997, 66(1), 1-16) and in further view of 
Young et al. (Young et al., "Daily amylin replacement reverses hepatic glycogen depletion in 
insulin-treated streptozotocin diabetic rats" FEBS 1991, 287(1-2), 203-205). An obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not identical, but 
an examiner application claim is not patentably distinct from the reference claim(s) because the 
examined claim is either anticipated by, or would have been obvious over, the reference claim(s). 
See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1986). 

For claim 2-20, the '681 patent application claims the use of same amylin agonist 
analogs (e.g., see 6 681, claims 25, 26, 27, 28 disclosing overlapping genus claims; see 
also claim 29 disclosing same des-^ys^^ro^VaP'^Pro-h-amylin .species). In addition, 
the '681 patent application claims the administration of said analogs for the treatment of 
type I and II diabetes by administering said analogs via oral administration (e.g., see 
claims 39 and 40). Therefore, '681 patent application anticipate claims 9, 12, 18 and 19. 

The '681 patent application differs from the claimed invention as follows : 
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For claims 2-20, the '681 patent application fails to claim the use of a "salt" 
including acetate or hydrochloride. 

For claims 11, 13, 14 and 20, the '681 patent application fails to claim a method 
further comprising the administration of insulin. 

For claims 19 and 20, the 4 304 patent fails to claim intravenous, intramuscular, 
nasal, oral or trandermal administration. 

However, the combined references of Young et al. and Davison et al. teach the 
following limitations that are deficient in '681 : 

For claims 2-20, Davison et al. teach the usefulness of salts in the pharmaceutical 
industry including hydrochloride and acetate salts (e.g., see Davison et al., table I). 

For claims 11, 13, 14 and 20, Young teaches the use of insulin in conjunction 
with amylin (e.g., see abstract; see also page 205, last paragraph). 

For claims 19 and 20, Young teaches, for example, subcutaneous injections (e.g., 
see Materials and Methods). Furthermore, other methods of administration including 
nasal, oral, etc. were well known in the art (e.g., see Azria, abstract). 

It would have been prima facie obvious to one skilled in the art at the time the 
invention was made to use the amylin agonists as claimed by '681 patent application to 
treat type diabetes in conjunction with insulin as set forth in Young because a structurally 
related amylin molecule was shown to be useful for this purpose. A person of skill in the 
art would have been motivated to use the analogs set forth in the '681 patent application 
because the '681 patent application expressly states that these compounds are useful for 
the treatment of type I and II diabetes. Finally, a person of ordinary skill in the art would 
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reasonably have expected to be successful because the 5 681 patent application claims that 
their amylin agonist can be administered safely to mammals in therapeutically effective 
amounts (e.g., see claims 24, 39 and 40). In addition, Berge et al. teach that the 
preparation of hydrochloride and acetate salts were routine made in the pharmaceutical 
industry and a person of skill in the art would have been motivated to used said salts 
because they were FDA approved (e.g., safe, inexpensive, etc.). 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response 

8. Applicant's arguments directed to the above double patenting rejection were fully 
considered but were not deemed persuasive for the following reasons. Applicants acknowledge 
their duty to disclose a terminal disclaimer with regard to the '681 application (e.g., see 10/27/06 
Response, page 7, second to last paragraph), but have failed to do so. Accordingly, the double 
patenting rejection cited above is hereby maintained. 

New Objections and/or Rejections 

Claims Rejections - 35 U.S.C. 112, first paragraph 

9. Claims 4, 8, 9, 1 1-20 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed 
had possession of the claimed invention. This is a new matter rejection. 
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A. Claim 12 was added in 3/28/05 response. However, the Examiner cannot find 
support for the u any of A 1 to Mj is a D-amino acid" language in the second to last line of 
the claim. If applicant believes this rejection is in error, applicant must disclose where in 
the specification support for this amendment can be found in accordance with MPEP 
714.02. Therefore, claim 12 and all-dependent claims represent new matter. 

Double Patenting 

10. Claims 4, 8, 9, 1 1-20 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claim 1-45 of U.S. Patent No. 5,686,41 1 
(referred to herein as '411). An obviousness-type double patenting rejection is appropriate 
where the conflicting claims are not identical, but an examiner application claim is not 
patentably distinct from the reference claim(s) because the examined claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1986). 

For claim 9, 12, 15, and 17- 1% the '411 patent claims amylin agonists, 
compositions of their methods of use that fall within the scope (i.e., anticipates) 
Applicants' claimed genus and/or overlap in scope (e.g., see '41 1, claims 35 and 45 
wherein 2:>,28,29 Pro-h-amylin is disclosed that falls entirely within the scope of claim 12 
when li, K| and L| = proline and Aj-Hi, J| and Mi have the same sequence as that 
disclosed for human amylin; see also overlapping genus claims 1, 4, 7, 10; see also 
claims 17-23). In addition, the '41 1 patent claims the administration of said analogs for 
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the treatment of diabetes mellitus which would include both type 1 and type 2 for oral 
administration (e.g., .g., see claims 39, 31, 32, 33, 34, 35, 37 for treatment of diabetes 
mellitus by administering said agonists; see also specification column 1 lines 37-61 
"defining" diabetes mellitus to include both Type 1 and Type 2; see column 7, lines 37- 
40 defining composition to include "oral" compositions). Therefore, '41 1 patent 
anticipate claims 9, 12, 18 and 19. 

In addition, for claims 4, 8, 15 and 16, the '41 1 patent claims hydrochloride and 
acetate salts (e.g., see claims 24, 26, 27, 29 providing for both acetate and hydrochloride 
salts for compounds disclosed in claims 1-23). 

For claims 11, 13, 14 and 20, the '41 1 patent claims the use of insulin in 
conjunction with amylin (e.g., see claims 36, 37, 44 and 45). 

In addition, it would have been obvious to one having ordinary skill in the art to 
modify embodiments of '41 1 that fall outside the scope of the present application (i.e., 
members of the overlapping genus that do not anticipate the claims) to select a 
specifically disclosed embodiment that falls within the scope of the present application 
because these embodiments describe structurally similar compounds, compositions 
and/or the use of said compounds and/or compositions to treat the same disease. One 
having ordinary skill in the art would have been motivated to do this because these 
embodiments are disclosed as being preferred embodiments and the dependent claims of 

25 28 29 

'41 1 teach toward Applicants' claimed invention (e.g., see claim 45 wherein ' ' Pro-h- 
amylin anticipates the claimed invention; see also claims 17-23). 
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11. Claims 4, 8, 9, 11-15, 17, 19, and 20 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 1-32 of U.S. Patent No. 
5,814,600 (referred to herein as '600) in view of Young et al. (Young et al., "Daily amylin 
replacement reverses hepatic glycogen depletion in insulin-treated streptozotocin diabetic rats" 
FEBS 1991, 287(1-2), 203-205) and in further view of Berge et al. (Berge et al. "Pharmaceutical 
Salts "J. Pham. Sci. 1997, 66(1), 1-16). An obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but an examiner application claim is 
not patentably distinct from the reference claim(s) because the examined claim is either 
anticipated by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 
140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1986). 

For claim 9, 12, and 19, the 6 600 patent claims amylin agonists, compositions of 
their methods of use that fall within the scope (i.e., anticipates) Applicants' claimed 
compounds (e.g., see '600, claims 9, 10, 11,19, 21, 24 and 32 wherein 25 ' 28 ' 29 Pro-h- 
amylin is disclosed that falls entirely within the scope of claim 12 when l u K\ and Lj = 
proline and Aj-Hj, Ji and M\ have the same sequence as that disclosed for human 
amylin). In addition, the '600 patent claims the administration of said analogs for the 
treatment of diabetes mellitus (e.g., see claims 11, 19, 20) for oral administration (e.g., 
see claim 22, see also example 3 defining administration to include "oral" 
administration). 

For claims 11, 13, 14 and 20, the '600 claims the use of insulin (e.g., see '600 
claims 25031; see also claim 23). 
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The '600 patent differs from the claimed invention as follows : 

For claims 4, 8, and 15, the '600 patent fails to claim an acetate salt. 

For claims 15 and 1 7, the '600 patent fails to claim a method for treating type I 
diabetes mellitus. The '600 patent only claims methods for treating type II diabetes. 

However, the combined references of Young et al. and Berge et al. teach the 
following limitations that are deficient in '600 : 

For claims 4, 8, and 15, Berge et al. teach that hydrochloride and acetate salts 
were commonly used for the preparation of pharmaceutical compounds (e.g., see Berge et 
al., Table 1 wherein acetate is used in 1.26% of the commercially available salts and 
hydrochloride is used in 42.98 %). 

For claims 15 and 17, Young (see entire documents) teach the use of amylin for 
treating type I diabetes mellitus (e.g., see Young, et al., abstract; see also page 205, last 
paragraph, "These finding support the idea that advantages may be expected from 
amylin/insulin co-replacement in type 1 diabetes, a disease characterized by a combined 
deficiency of amylin and insulin"). 

For claims 11, 13, 14 and 20, Young teaches the use of insulin in conjunction 
with amylin (e.g., see abstract; see also page 205, last paragraph). 

It would have been prima facie obvious to one skilled in the art at the time the 
invention was made to use the amylin agonists as claimed by '600 patent to treat type I 
diabetes as set forth in Young because a structurally related amylin molecule was shown 
to be useful for this purpose. A person of skill in the art would have been motivated to 
use the analogs set forth in the '600 patent because the '600 patent expressly states that 
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these compounds act as "agonists" of amylin and thus would be expected to "mimic" its 
useful biological properties as shown by Young. Finally, a person of ordinary skill in the 
art would reasonably have expected to be successful because the '600 patent claims that 
their amylin agonist can be administered safely to mammals in therapeutically effective 
amounts. In addition, Berge et al. teach that the preparation of hydrochloride and acetate 
salts were routine made in the pharmaceutical industry and a person of skill in the art 
would have been motivated to used said salts because they were FDA approved (e.g., 
safe, inexpensive, etc.). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon D Epperson whose telephone number is (571) 272-0808. The 
examiner can normally be reached Monday-Friday from 9:00 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 



Jon D. Epperson, Ph.D. 
February 17, 2007 





JAMES SCHULTfrPM-E 
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